
  UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
     WASHINGTON, DC  20460 

 

FQPA Label Acceptable v.20150320 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

April 9, 2020 

Jennifer Reeder 
Director, Regulatory Affairs 
Steris Corporation 
P.O. Box 147 
St. Louis, MO 63166 

Subject:  Label Amendment: Emerging Viral Pathogens Claim  
Product Name: Vaprox Hydrogen Peroxide Sterilant 
EPA Registration Number: 58779-4 
Application Date:  March 20, 2020 
Decision Number: 560928 

Dear Ms. Reeder: 

The amended label referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previously imposed on this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them. 

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling.  You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c), 
you may distribute or sell this product under the previously approved labeling for 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is 
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.  

Because you have opted to add statements pertaining to emerging viral pathogens to your label 
as described in the August 19, 2016, Guidance to Registrants: Process For Making Claims 
Against Emerging Viral Pathogens Not On EPA-Registered Disinfectant Labels (“Guidance”), 
https://www.epa.gov/sites/production/files/2016-
09/documents/emerging_viral_pathogen_program_guidance_final_8_19_16_001_0.pdf, you are 
subject to the following additional terms of registration: 

1. You may make statements pertaining to emerging viral pathogens only through the
following communications outlets: technical literature distributed exclusively to health
care facilities, physicians, nurses and public health officials, "1-800" consumer
information services, social media sites and company websites (non-label related). These
statements shall not appear on marketed (final print) product labels.
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2. Your statements pertaining to emerging viral pathogens must adhere to the format 
approved on the Agency-accepted master label. 
 

3. You may make statements pertaining to emerging viral pathogens only upon a disease 
 outbreak that meets all the following criteria: 
a. The causative organism must be a virus that causes an infectious disease that has 

appeared in a human or animal population in the U.S. for the first time, or that may 
have existed previously but is rapidly increasing in incidence or geographic range. 

 
i. For human disease, the outbreak is listed in one of the following Centers for 
Disease Control (CDC) publications: 

 
A. CDC Current Outbreak List for “U.S. Based Outbreaks” 

(www.cdc.gov/outbreaks), 
B. CDC Current Outbreak List for “Outbreaks Affecting International Travelers” 

         with an “Alert” or “Advisory” classification (www.cdc.gov/outbreaks) (also 
released through the CDC’s Health Alert Network (HAN) notification   
process) 

C. Healthcare-Associated Infections (HAIs) Outbreaks and Patient Notifications 
page (www.cdc.gov/hai/outbreaks) 

 
ii. For animal disease, the outbreak is identified as an infectious disease outbreak in    
animals within the U.S. on the World Organization for Animal Health (OIE) Weekly 
Disease Information page 
(www.oie.int/wahis_2/public/wahid.php/Diseaseinformation/WI). 

 
A. The CDC or OIE has identified the taxonomy, including the viral family and/or 
species, of the pathogen and provides notice to the public of the identity of the 
emerging virus that is responsible for an infectious disease outbreak. Based on the 
taxonomy of the outbreak pathogen identified by the CDC or OEI, the pathogen's 
viral subgroup is small non-enveloped, large non-enveloped, enveloped. 

 
B. The virus can be transmitted via environmental surfaces (non-vector 
transmission), and environmental surface disinfection has been recommended by 
the CDC, OIE or EPA to control the spread of the pathogen. 

 
4. You may begin communicating statements pertaining to emerging viral pathogens only 

upon CDC or OIE’s publication per term 3.a. of an outbreak of an emerging viral 
pathogen meeting all of the criteria of term 3. You must cease and remove all such non-
label communications intended for consumers no later than 24 months after the original 
publication of the outbreak per term 3.a., unless the Agency issue written guidance to the 
contrary due to continued public health concerns. The emerging pathogen claim language 
may remain on the master label. 

 

http://www.cdc.gov/outbreaks
http://www.cdc.gov/hai/outbreaks
http://www.oie.int/wahis_2/public/wahid.php/Diseaseinformation/WI
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5. Terms from points 1 through 4 above shall become immediately void and ineffective if 
registration for use against Geobacillus stearothermophilus spores (ATCC 7953) is 
suspended or cancelled or no longer meets the criteria for a disinfectant claim (see EPA 
Product Performance Test Guideline 810.2200). In addition, terms B.1 through B.4 above 
shall become immediately void and ineffective upon your receipt of evidence of 
ineffectiveness against any pathogen in a less-resistant Spaulding category. 

 
Should you wish to add/retain a reference to the company’s website on your label, then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition, 
regardless of whether a website is referenced on your product’s label, claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore, should the Agency find or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration, 
the website will be referred to the EPA’s Office of Enforcement and Compliance. 
 
Your release for shipment of the product constitutes acceptance of these conditions. If these 
conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA section 6. If you have any questions, you may contact the disinfectants list at 
disinfectantslist@epa.gov. 
 
 
      Sincerely, 
 

 
Steven Snyderman, Acting Product Manager 33 
Regulatory Management Branch 1 
Antimicrobials Division (7510P) 
Office of Pesticide Programs 

 
 
Enclosure: stamped label 

 

mailto:disinfectantslist@epa.gov
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Vaprox® 

HYDROGEN PEROXIDE STERILANT 

ACTIVE INGREDIENT:  
Hydrogen Peroxide . . . . . . . . . . . . . . . . . . . .  35% 
INERT INGREDIENTS: . . . . . . . . . . . . . . . . 65% 
Total:…………………………………… ….100% 

KEEP OUT OF REACH OF CHILDREN 

DANGER    PELIGRO 
OXIDIZER     CORROSIVE 

SEE BACK PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 
FIRST AID 

If in eyes •Hold eye open and rinse slowly and gently with water for 15-20 
minutes. 
•Remove contact lenses, if present, after the first 5 minutes, then 
continue rinsing the eye. 
•Call a poison control center or doctor for treatment advice. 

If 
swallowed 

•Call poison control center or doctor immediately for treatment 
advice. 
•Have person sip a glass of water if able to swallow. 
•Do not induce vomiting unless told to do so by the poison control 
center or doctor. 
•Do not give anything by mouth to an unconscious person. 

If on skin 
or clothing 

•Take off contaminated clothing. 
•Rinse skin immediately with plenty of water for 15-20 minutes. 
•Call a poison control center or doctor for treatment advice. 

If inhaled •Move person to fresh air. 
•If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably by mouth-to-mouth, if possible. 
•Call a poison control center or doctor for further treatment advice. 

HOT LINE NUMBER 
Have the product container or label with you when calling a poison control center 
or doctor, or going for treatment. 

NOTE TO PHYSICIAN 
Probable mucosal damage may contraindicate the use of gastric lavage. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 
DANGER: Corrosive. Causes irreversible eye damage or skin burns. May be fatal if  
inhaled. Harmful if swallowed or absorbed through skin. Do not get in eyes, on skin or on 
clothing. Do not breathe spray mist. Prolonged or frequently repeated skin contact may 

cause allergic reaction in some individuals. User should wash 
hands before eating, drinking, chewing gum, using tobacco or 
using the toilet. User should remove contaminated clothing 
and wash before reuse. 
Personal Protective Equipment PPE 
Applicators and all other handlers must wear: 
- Long-sleeved shirt and long pants 
- Socks and chemical resistant footwear 
- Goggles or face shield 
- Chemical-resistant gloves such as barrier laminate, butyl 
rubber, nitrile rubber, neoprene rubber, polyvinyl chloride, or 
viton 
-A self contained breathing apparatus if concentrations exceed 
1 ppm during handling and or application of Vaprox 
Hydrogen Peroxide Sterilant. Do not use oxidizable sorbants 
such as activated carbon. 
 
Physical or Chemical Hazards 
Liquid hydrogen peroxide is a strong oxidant and poses a 
FIRE, EXPLOSION OR CONTAINER RUPTURE 
HAZARD. Avoid excessive heat, contamination, or contact 
with combustible materials. Clothing, shoes, or other 
combustible materials that have come in contact with 
hydrogen peroxide must be immediately and thoroughly 
washed with water. If allowed to dry in the materials, a fire 
may result. Discard shoes in a fireproof container. 
IN CASE OF FIRE use water only. 
CONTAIN SPILLS and dilute with 20 parts of water.  
 
After diluting the spill, sodium metabisulfide or sodium sulfite 
(1.9 lbs. of SO2 equivalent per 500 ml of peroxide) may be 
used to destroy the peroxide. 
SEE EQUIPMENT MANUAL AND MATERIAL SAFETY 
DATA SHEET FOR ADDITIONAL INFORMATION. 
 
Environmental Hazards 
Do not discharge effluent containing these products into lakes, 
streams, ponds, oceans, or public waters unless these products 
are specifically identified and addressed in a NPDES permit. 
Do not discharge effluent containing this product to sewer 
systems without previously notifying the sewage authority. 
For guidance contact your State Water Board or Regional 
Office U.S. Environmental Protection Agency. 

 
DIRECTIONS FOR USE 

It is a violation of federal law to use this product in a manner 
inconsistent with its labeling. 
 
For use as a microbial sterilant in validated (up to 
250,000ft3)and non-validated (up to 4,000 ft3 ) applications for 
sterilization of sealed, dry pre-cleaned enclosures located in 
industrial, commercial and institutional settings (including 
production operations in pharmaceutical manufacturing 
including clean rooms, medical device sterilization as part of a 

manufacturing process, laboratories, animal research 
facilities, patient rooms, hotel rooms, offices, cruise ships, 
recreational facilities and emergency response vehicles). 
Use only with STERIS VHP application equipment.  
 
This product is for use in STERIS VHP® application 
equipment only, and by trained personnel trained by 
STERIS Corporation. Read and follow package insert for 
complete directions on cleaning, sealing and use of 
Vaprox Hydrogen Peroxide Sterilant in validated and non-
validated applications. See Equipment User Manual for 
operating procedures of the STERIS VHP application 
equipment. Do not use this product without development 
of an appropriate fumigation plan (see package insert). 
Not for use as a terminal sterilant or high-level 
disinfectant for reprocessing of critical or semi-critical 
medical devices. 
 
Not for residential use. 
 
STORAGE AND DISPOSAL 
Do not contaminate water, food, feed by storage or 
disposal. 
Store containers upright. Do not freeze. Do not expose to 
cyanide, hexavalent chromium compounds, other 
oxidizers, reducers, combustible materials, or flammable 
vapors. Shade from radiant heat and direct sunlight. Stow 
away from powdered metals and permanganates. 
 
PESTICIDE DISPOSAL 
Rinse containers with 20 parts water and then empty into 
sink with running water. Hydrogen Peroxide is classified 
as a DOT oxidizer and a hazardous waste under U.S. EPA 
hazardous waste regulations and it is a violation of federal 
law to improperly dispose of pesticides. 
CONTAINER DISPOSAL 
Nonrefillable container. Do not reuse or refill this 
container. Offer for recycling if available. 
 
 
LOT NUMBER:  
Not for sale or use after: 
 
 
STERIS Corporation 
5960 Heisley Road 
Mentor, OH 44060  U.S.A. 
440-354-2600
800-548-4873 
 
 
EPA Reg. No. 58779-4 

04/09/2020

58779-4



 

04/08/2020 
 

EPA Est. No. 58779-OH-003 
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G
eneral Inform

ation 
 R

estrictions: 
 V

A
PR

O
X

®
 Sterilant has been registered by STER

IS in accordance w
ith Federal R

egulations for the specific uses 
described in this package insert. U

ses other than as specified and described are not perm
itted and m

ay not be 
effective in the sterilization of exposed surfaces in pre-cleaned sealed enclosures. 
  R

eview
 the V

aporized H
ydrogen Peroxide (V

H
P

®
) U

ser’s Equipm
ent M

anual for proper instructions on how
 to 

operate the V
H

P G
enerator prior to utilizing the equipm

ent for sterilization. V
A

PR
O

X
 Sterilant should be applied 

only by properly trained and certified personnel w
ho are thoroughly trained in the use and operation of the V

H
P 

G
enerator.  

 1.  V
A

PR
O

X
 A

pplication Process: 
 Effective application of vaporized hydrogen peroxide requires adequate V

H
P concentration and exposure tim

e. The 
V

H
P G

enerator is utilized to achieve the concentration and contact tim
e of hydrogen peroxide on exposed surfaces 

in the enclosed area. The process param
eters are controlled through the use of the control panel on the V

H
P 

G
enerator. See the V

H
P G

enerator Equipm
ent U

ser’s M
anual prior to initiating the application process to determ

ine 
the appropriate steps to take in developm

ent and application of the process. 
 The V

H
P G

enerator uses air as a carrier to deliver hydrogen peroxide vapor to exposed surfaces inside a sealed 
enclosure.  This allow

s the process to take place at, or near, atm
ospheric pressure.  Since the V

H
P process relies 

only on the contact of the V
H

P sterilant w
ith exposed surfaces, the transfer of heat and m

oisture required by steam
 

or chem
ical processes is not necessary. 

 The V
H

P sterilant is continuously injected for the required exposure tim
e to m

aintain the desired concentration of 
hydrogen peroxide vapor.  O

nce the V
H

P sterilant leaves the enclosure, it is typically broken dow
n into w

ater vapor 
and oxygen. 
 The V

H
P process consists of four phases:  

 • D
EH

U
M

ID
IFIC

A
TIO

N
 – D

ry air is circulated in the sealed treatm
ent enclosure to reduce hum

idity to a 
predeterm

ined level in the 10-70%
 relative hum

idity range.  This perm
its the target V

H
P concentration to be 

m
aintained below

 condensation levels during the C
O

N
D

ITIO
N

IN
G

 and STER
ILIZA

TIO
N

 phases.  The tim
e to 

reach the targeted dehum
idification level increases w

ith the volum
e of the enclosure, and is dependant on 

environm
ental conditions. 

 • C
O

N
D

ITIO
N

IN
G

 – The V
H

P sterilant is injected into the air stream
.  The C

O
N

D
ITIO

N
IN

G
 phase facilitates 

reaching the desired V
H

P concentration in the sealed enclosure. C
O

N
D

ITIO
N

IN
G

 tim
e is affected by V

H
P target 

concentration, injection rate, enclosure m
aterials, environm

ental conditions and enclosure volum
e. 

 • STER
ILIZA

TIO
N

 – The V
aprox Sterilant is continuously injected at a selected rate to m

aintain the target V
H

P 
concentration over a pre-established period of tim

e.  
 • A

ER
A

TIO
N

 – The V
H

P injection is stopped and the flow
 of dry air continues to reduce the V

H
P concentration 

w
ithin the enclosure to at or below

 one ppm
 level (< 1.0 ppm

 TW
A

 8 hr.) prior to reentry into the enclosure by 
trained applicators. Treated enclosures m

ay not be released for general public use until the level of hydrogen 
peroxide is at/or below

 one ppm
 in the enclosure. 

 2. U
ser Safety R

equirem
ents: 

 
1. 

R
espirator R

equirem
ents – W

hen a respirator is required for use w
ith this product, the trained applicator 

supervising the fum
igation m

ust m
ake sure that: 

a. 
R

espirators m
ust be fit tested and fit checked using a program

 that conform
s w

ith O
SH

A
’s 

requirem
ents (described in 29 C

FR
 Part 1910.134). 

b. 
R

espirator users m
ust be trained using a program

 that conform
s w

ith O
SH

A
’s requirem

ents (described 
in 29 C

FR
 Part 1910.134) 
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c. 
R

espirator users m
ust be exam

ined by a qualified m
edical practitioner to ensure the physical ability to 

safely w
ear the style of respirator to be w

orn. 
d. 

R
espirators m

ust be m
aintained according to a program

 that conform
s w

ith O
SH

A
’s requirem

ents 
(described in 29 C

FR
 Part 1910.134). 

 
2. 

Liquid hydrogen peroxide is corrosive and w
ill cause irreversible eye dam

age or skin burns and m
ay be 

fatal if inhaled at higher concentrations. It is also harm
ful if sw

allow
ed or absorbed through skin. D

o not 
get in eyes, on skin or on clothing. D

o not breathe spray m
ist or vapor. Prolonged or frequently repeated 

skin contact m
ay cause allergic reaction in som

e individuals. U
ser should w

ash hands before eating, 
drinking, chew

ing gum
, using tobacco or using the toilet. U

ser should rem
ove contam

inated clothing and 
w

ash before reuse. D
iscard clothing and or absorbent m

aterial that has been heavily drenched or 
contam

inated w
ith liquid hydrogen peroxide. 

 
3. 

Follow
 m

anufacturer’s instructions for cleaning/m
aintaining protective eyew

ear and respirators. 
 4. 

U
ser Safety R

ecom
m

endations: 
a. 

U
sers should w

ash hands before eating, drinking, chew
ing gum

, using tobacco, or using the toilet. 
b. 

U
sers should rem

ove clothing/PPE im
m

ediately if hydrogen peroxide gets inside. Then w
ash 

thoroughly and put on clean clothing. 
c. 

U
sers should rem

ove PPE im
m

ediately after handling this product. W
ash the outside of gloves before 

rem
oving. A

s soon as practical, w
ash thoroughly and change into clean clothing. 

 
3. E

fficacy: 
 V

A
PR

O
X

 H
ydrogen Peroxide is effective as a Sterilant , Sporicide, B

actericide, V
irucide, and Fungicide under the 

follow
ing conditions on exposed, pre-cleaned, dry, porous [N

O
T

 A
PPR

O
V

E
D

 IN
 C

A
L

IFO
R

N
IA

 FO
R

 
E

FFIC
A

C
Y

 O
N

 PO
R

O
U

S SU
R

FA
C

E
S] and non-porous surfaces including floors, w

alls, furniture, equipm
ent 

and other item
s in sealed enclosures in industrial, com

m
ercial and institutional settings (including production 

operations in pharm
aceutical m

anufacturing, m
anufacturing clean room

s, m
edical device sterilization as part of a 

m
anufacturing process, laboratories, anim

al research facilities, patient room
s, hotel room

s, offices, cruise ships, 
recreational facilities and em

ergency response vehicles) w
hen used w

ith STER
IS V

H
P application equipm

ent: 
 

- For 40 ft 3 or sm
aller enclosures a Sterilization C

ycle w
as developed for the V

H
P G

enerator and validated 
for both 2 ft 3 and 40 ft 3 pre-cleaned, sealed enclosures using an A

ssociation of O
fficial A

nalytical C
hem

ists 
(A

O
A

C
) sporicidal test protocol to validate sterilization w

hen applied at 2.2 gram
s of V

aprox Sterilant per 
m

inute for 90 m
inutes (Should yield a theoretical value of 930 ppm

).  
- A

s a Sterilant, Sporicide, B
actericide, V

irucide, and Fungicide at a m
inim

um
 of 250 ppm

 of V
H

P sterilant 
for 90 m

inutes in sealed enclosures up to 4,000 ft 3. 
- A

s a Sterilant, Sporicide, B
actericide, V

irucide, and Fungicide at a m
inim

um
 of 400 ppm

 of V
H

P sterilant 
for 30 m

inutes in sealed enclosures up to 4,000 ft 3. 
 - For larger than 40 ft 3 enclosures as a Sterilant, Sporicide, B

actericide, V
irucide, and Fungicide w

hen used 
in a validated application in accordance w

ith use instructions provided in Section 8. 
 This product is not to be used as a term

inal high level disinfectant or sterilant for reprocessing of any critical/sem
i-

critical m
edical device in a healthcare setting.  N

ot for use in residential applications. 
 4. Fum

igation M
anagem

ent Plan 

The STER
IS C

orporation trained applicator is responsible for w
orking w

ith the ow
ners and/or responsible 

em
ployees of the site to be fum

igated to develop a site specific Fum
igation M

anagem
ent Plan (FM

P) for each site 
that w

ill be treated w
ith V

H
P. The applicator is responsible for all tasks of the fum

igation process unless otherw
ise 

noted in the FM
P and m

ust be on site for the entire fum
igation treatm

ent process. The FM
P m

ust address 
characterization of the site, and include appropriate m

onitoring and notification requirem
ents, consistent w

ith, but 
not lim

ited to, the follow
ing:  

1. Inspect the structure and or area to determ
ine its suitability for fum

igation.  
2. W

hen sealing is required, consult previous records for any changes to the structure,                                                                 
seal leaks, and m

onitor any occupied adjacent room
s and/or buildings to ensure safety.  
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3. Prior to each fum
igation, review

 any existing FM
P, M

SD
S, Equipm

ent M
anual and other relevant safety 

procedures w
ith com

pany officials and appropriate em
ployees.  

4. C
onsult w

ith com
pany officials in the developm

ent of procedures and appropriate safety m
easures for nearby 

w
orkers w

ho w
ill be in and around the area during application and aeration.  

5. C
onsult w

ith com
pany officials to develop an appropriate m

onitoring plan that w
ill confirm

 that nearby w
orkers 

and bystanders are not exposed to levels above the allow
ed lim

its during application, fum
igation and aeration. This 

plan m
ust also dem

onstrate that nearby residents w
ill not be exposed to concentrations above the allow

able lim
its.  

6. C
onsult w

ith ow
ners and or responsible em

ployees at the site w
ho w

ill be responsible for developm
ent of 

procedures for local authorities to notify nearby residents in the event of an em
ergency.  

7. C
onfirm

 the placem
ent of placards to secure entrance into any area under fum

igation.  
8. C

onfirm
 the required safety equipm

ent is in place and the necessary m
anpow

er is available to com
plete 

fum
igation.  

These factors m
ust be considered in putting a FM

P together. It is im
portant to note that som

e plans w
ill be m

ore 
com

prehensive than others. A
ll plans should reflect the experience and expertise of the applicator and circum

stances 
at and around the structure and/or area.  

In addition to the plan, the applicator m
ust read the entire label and equipm

ent m
anual and follow

 all directions 
carefully. If the applicator has any questions about the developm

ent of an FM
P, contact STERIS C

orporation for 
further assistance. A

n FM
P m

ust be developed for each treated site. In the event of an em
ergency application, a 

generic FM
P w

hich can be updated m
ay be used and updated after fum

igation.  The STERIS C
orporation trained 

applicator m
ust sign the plan indicating it w

as follow
ed. The signed FM

P and related docum
entation, including 

m
onitoring records, m

ust be m
aintained by the applicator for a m

inim
um

 of 2 years and a copy provided to the 
ow

ner of the treated site.  

1.  G
U

ID
A

N
C

E FO
R

 PR
EPA

R
A

TIO
N

 O
F A

 FU
M

IG
A

TIO
N

 M
A

N
A

G
EM

EN
T PLA

N
  

  A
 Fum

igation M
anagem

ent Plan (FM
P) is an organized, w

ritten description of the required steps involved to 
help ensure a legal and effective fum

igation. It w
ill also assist you and others in com

plying w
ith pesticide 

product label requirem
ents. The guidance that follow

s is designed to help assist you in addressing all the 
necessary factors involved in preparing for and fum

igating a structure and/or area.  

       This guidance is intended to help you plan any fum
igation that you m

ight perform
 PR

IO
R

 TO
 A

C
TU

A
L 

TR
EA

TM
EN

T. It is m
eant to be som

ew
hat prescriptive, yet flexible enough to allow

 the experience and 
expertise of the fum

igator to m
ake changes based on circum

stances that m
ay exist in the field. B

y follow
ing a 

step-by-step procedure, yet allow
ing for flexibility, an effective fum

igation can be perform
ed.  

B
efore any fum

igation begins, carefully read and review
 the label and the Equipm

ent M
anual. This inform

ation 
m

ust also be given to the appropriate com
pany officials (supervisors, forem

an, safety officer, etc.) in charge of 
the structure and/or area. Preparation is the key to any successful fum

igation. If the type of fum
igation that you 

are to perform
 is not listed in this G

uidance D
ocum

ent you w
ill w

ant to construct a sim
ilar set of procedures. 

Finally, before any fum
igation begins you m

ust be fam
iliar w

ith and com
ply w

ith all applicable state and local 
law

s. The success of the fum
igation is not only dependent on your ability to do your job but also upon carefully 

follow
ing all rules, regulations, and procedures required by governm

ental agencies.  

2. A
 C

H
EC

K
LIST G

U
ID

E FO
R

 A
 FU

M
IG

A
TIO

N
 M

A
N

A
G

EM
EN

T PLA
N

  
This checklist is provided to help you take into account factors that m

ust be addressed prior to perform
ing all 

fum
igations. It em

phasizes safety steps to protect people and property. The checklist is general in nature and 
cannot be expected to apply to all types of fum

igation situations. It is to be used as a guide to prepare the 
required plan. Each item

 m
ust be considered, how

ever, it is understood that each fum
igation is different and not 

all item
s w

ill be necessary for each fum
igation structure and/or area.  

 
 

  A
. PLA

N
N

IN
G

 A
N

D
 PR

EPA
R

A
TIO

N
   

 
 

1.  D
eterm

ine the purpose of the fum
igation.  

a. Sterilization of room
 enclosures  

b. Sterilization of em
ergency vehicles.  
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2.  D
eterm

ine the type of fum
igation, for exam

ple:  
a. Pharm

aceutical O
perations, clean room

s, m
edical device sterilization m

anufacturing  
b. Laboratories, anim

al research facilities,  
c. Patient room

s, hotel room
s, offices, recreational facilities.  

e. C
ruise ship room

s, In addition to the Equipm
ent M

anual, read the U
S C

oast G
uard R

egulations 46C
FR

 
147A

.  
3. Evaluate the structure or area to be fum

igated, and develop a site-specific plan that includes the follow
ing 

points, as applicable:   
a. The general structure layout, construction (m

aterials, design, age, m
aintenance, of the structure, fire or 

com
bustibility hazards, connecting structures and escape routes, above and below

 ground, and other unique 
hazards or structure characteristics. M

eet w
ith the ow

ner/operator/person in charge. D
raw

 or have a 
draw

ing or sketch of structure to be fum
igated, delineating features, hazards, and other structural issues. 

 
b. The need for buffer zones in room

s adjacent to the treated enclosure to lim
it access to only trained 

applicators. This w
ould include adjacent room

s that could be occupied w
hen using V

H
P in areas such as 

hotel room
s, patient room

s or offices. A
dditional consideration should also be given to adjacent room

s 
above or below

 the enclosure if the structure does not consist of solid construction (i.e. Floors/w
alls 

adjacent to the enclosure) that w
ould preclude exposure if the treated enclosure w

as not properly sealed.  
c. The num

ber and identification of persons w
ho routinely enter the area to be fum

igated (i.e., Em
ployees, 

visitors, custom
ers, etc.).  

d. A
ccessibility of utility service connections.  

e. N
earest telephone or other m

eans of com
m

unication, and m
ark the location of these item

s on the 
draw

ing/sketch.  
f. Em

ergency shut-off stations for electricity w
ater and gas. M

ark the location of these item
s on the 

draw
ing/sketch.  

g. C
urrent em

ergency telephone num
bers of local H

ealth, Fire, Police, H
ospital and Physician responders.  

h. N
am

e and phone num
ber (both day and night) of appropriate com

pany officials.  
i. C

heckm
ark and prepare the points of fum

igation application.  
j. R

eview
 labeling and Equipm

ent M
anual.  

k. Exposure tim
e considerations.  

  
 

 
 

 
 

     1. Fum
igant to be used.  

     2. M
inim

um
 fum

igation period, as defined and described by the label use directions.  
     3. D

ow
n tim

e required to be available.  
     4. A

eration requirem
ents.  

      
l. D

eterm
ination of dosage.  

      1. C
ubic footage or other appropriate space/location calculations.  

      2. Structure sealing capability and m
ethods.  

      3. Label directions.  
      4. Past history of fum

igation of structure  
      5. Exposure tim

e.  
      

      B
. PER

SO
N

N
EL  

1. C
onfirm

 in w
riting that all personnel in and around the area to be fum

igated have been notified prior to 
application of the fum

igant. Consider using a checklist that each em
ployee initials indicating they have 

been notified.  
2. Instruct all fum

igation personnel about the hazards that m
ay be encountered; and about the selection of 

personal protection devices, including detection equipm
ent.  

3. C
onfirm

 that all personnel are aw
are of and know

 how
 to proceed in case of an em

ergency situation.  
4. Instruct all personnel on how

 to report any accident and/or incidents related to fum
igant exposure. 

Provide a telephone num
ber for em

ergency response reporting.  
5. Instruct all personnel to report to proper authorities any theft of fum

igant and/or equipm
ent related to  

 
Fum

igation. 
 

6. Establish a m
eeting area for all personnel in case of em

ergency.  
7. C

onfirm
 that all applicators have been trained in the use of V

aprox H
ydrogen Peroxide Sterilant and are 

in good standing including the required refresher training.  
 

8. D
evelop a W

orker H
ealth and Safety Plan as required by O

SH
A

 for applicators. The ow
ner/operators of 

the facility being treated should have a W
orker H

ealth and Safety Plan as required by O
SH

A
 developed for 

their em
ployees located w

ithin close proxim
ity of the application process. 
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C

. M
O

N
ITO

R
IN

G
  

1. Perim
eter Safety  

     a. M
onitoring of hydrogen peroxide concentrations m

ust be conducted im
m

ediately adjacent to the 
fum

igated space to prevent excessive exposure and to determ
ine w

here exposure m
ay occur. D

ocum
ent 

w
here m

onitoring w
ill occur.  

     b. K
eep a log or m

anual of m
onitoring records for each fum

igation site. This log m
ust at a m

inim
um

 
contain the tim

ing, num
ber of readings taken and level of concentrations found in each location.  

      c. W
hen m

onitoring for leaks, docum
ent there is no hydrogen peroxide present above the one ppm

 
levels. Subsequent leak m

onitoring is not routinely required. H
ow

ever spot checks m
ust be m

ade, 
especially if conditions significantly change.  
      d. M

onitoring m
ust be conducted during aeration and corrective action taken if gas levels exceed the 

allow
ed levels in an area w

here bystanders and/or nearby residents m
ay be exposed.  

2. Efficacy –  
     a. H

ydrogen peroxide readings should be taken from
 w

ithin the fum
igated structure to ensure proper 

vapor concentrations. This can be safely achieved outside the structure through the use of a rem
ote sensor 

reading.  
    b. A

ll reading of hydrogen peroxide concentration, tem
perature and relative hum

idity m
ust be 

docum
ented.  

 D
. N

O
TIFIC

A
TIO

N
  

1. C
onfirm

 that all appropriate local authorities (fire departm
ents, police departm

ents, etc.) have been 
notified as per label instructions, local ordinances if applicable, or instructions of the client.  
2. Prepare w

ritten procedure (“Em
ergency R

esponse Plan”) w
hich contains explicit instructions, nam

es, 
and telephone num

bers so as to be able to notify local authorities if hydrogen peroxide levels are exceeded 
in an area that could be dangerous to bystanders and/or dom

estic anim
als.  

3. In the event of a breach or leak of the enclosure w
here levels of hydrogen peroxide are above oneppm

 in 
adjacent areas to the enclosure, abort the application process and initiate the aeration process in the sealed 
enclosure. Ensure that the adjacent areas w

here levels have exceeded one ppm
 are evacuated by general 

personnel and that proper respiratory protection is utilized by applicators that enter the area. C
ontinue 

m
onitoring the area until levels are below

 one ppm
 hydrogen peroxide. The treated enclosure and adjacent 

areas m
ust rem

ain unoccupied until hydrogen peroxide levels are at or below
 one ppm

. Early reentry into 
the sealed treated enclosure at use concentration levels in the case of an em

ergency  
requires w

earing 
a Self C

ontained B
reathing A

pparatus (SC
B

A
) operated in pressure-dem

and m
ode, full hydrogen peroxide 

resistant body suit, gloves and boots to protect from
 the inhalation hazard as w

ell as the corrosive action of 
hydrogen peroxide to tissues. 
  E. SEA

LIN
G

 PR
O

C
ED

U
R

ES  
1. Sealing m

ust be adequate to prevent any leaks. C
are should be taken to ensure that sealing m

aterials w
ill  

rem
ain intact until the fum

igation is com
plete. V

erify effectiveness of the sealing process by conducting a 
sm

oke stick test to ensure there are no leaks w
here openings have been sealed in the enclosure. 

2. If the structure and/or area has been fum
igated before, review

 the previous FM
P for previous sealing 

inform
ation.  

3. M
ake sure that construction/rem

odeling has not changed the building in a m
anner that w

ill affect the 
fum

igation.  
4. W

arning placards m
ust be placed on every possible entrance to the fum

igation site.  
 F. A

PPLIC
A

TIO
N

 PR
O

C
ED

U
R

ES &
 FU

M
IG

A
TIO

N
 PER

IO
D

  
1. Plan carefully and apply all fum

igants in accordance w
ith the label requirem

ents.  
2. W

hen entering into the area under fum
igation alw

ays w
ork w

ith tw
o or m

ore people under the direct 
supervision of a trained applicator w

earing appropriate respirators.  
3. A

pply fum
igant from

 outside the fum
igation space.  

4. Provide w
atchm

en w
hen a fum

igation site cannot otherw
ise be m

ade secure from
 entry by unauthorized 

persons.  
5. W

hen entering structures alw
ays follow

 O
SH

A
 rules for confined spaces.  

6. The applicator should verify com
patibility of item

 surfaces to be treated prior to the application process. 
 G

. PO
ST-A

PPLIC
A

TIO
N

 O
PER

A
TIO

N
S  

1. Provide w
atchm

en w
hen you cannot secure the fum

igation site from
 entry by unauthorized persons 
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during the aeration process.  
2. V

entilate and aerate in accordance w
ith structural lim

itations.  
3. Turn on ventilating or aerating fans w

here appropriate.  
4. U

se a suitable V
H

P detector before reentry to determ
ine fum

igant concentration.  
5. K

eep w
ritten records of m

onitoring to docum
ent com

pletion of aeration.  
6. C

onsider tem
perature w

hen aerating.  
7. Ensure aeration is com

plete before m
oving vehicle into public roads.  

8. R
em

ove w
arning placards w

hen aeration is com
plete.  

9. Inform
 business/client that em

ployees/other persons m
ay return to w

ork or otherw
ise be allow

ed to 
reenter the aerated structure.  
 H

. C
R

ITER
IA

 FO
R

 SU
C

C
ESSFU

L FU
M

IG
A

TIO
N

: 
1. 

A
ll V

H
P fum

igation process conditions (vapor concentration, tem
perature, relative hum

idity) are 
achieved throughout the fum

igation cycle. 
2. 

A
ll C

Is that are properly recovered and evaluated exhibit a visible color change follow
ing exposure to 

V
H

P. 
3. 

A
ll B

Is that are properly recovered (no breach of aseptic technique) are negative for grow
th*.  

4. 
Positive control B

Is dem
onstrate grow

th follow
ing incubation*.  

5. 
N

egative control B
Is exhibit no grow

th follow
ing incubation*. 

* [not applicable to areas not requiring validation] 
 

5. T
raining and C

ertification of A
pplicators 

 Prior to use, applicators m
ust be adequately trained and certified by STER

IS C
orporation on the hazards and label 

directions for V
A

PR
O

X
 H

ydrogen Peroxide, on the use and operation of the V
H

P application equipm
ent, hydrogen 

peroxide m
onitoring procedures and w

hen appropriate, validation procedures. 
 6. Preparation of E

nclosures 
 a. C

leaning: R
em

ove gross filth and visible soil prior to application. W
ash soiled surfaces w

ith a com
patible 

detergent using a cloth, sponge or appropriate cleaning device to ensure visible soils are rem
oved. R

inse w
ith 

potable w
ater and allow

 to air dry. A
ll the surfaces in the treatm

ent area m
ust be com

pletely dry to the touch or 
visibly dry prior to V

H
P application. 

 b. T
he V

H
P A

pplication E
quipm

ent: Position or connect the V
H

P application equipm
ent for optim

um
 V

H
P 

distribution into the treatm
ent enclosure. See Equipm

ent U
ser’s M

anual for proper equipm
ent preparation and set-

up.  
 c. Sealing: Seal the treatm

ent enclosure adequately to assure that hydrogen peroxide levels outside the enclosure are 
kept at acceptable levels [< one ppm

 tim
e w

eighted average for eight hours (TW
A

)] and ensure sufficient 
concentration of V

H
P sterilant in the treatm

ent enclosure. 
1. C

lose and seal w
indow

s and doors. Sealing techniques can vary, but m
ost often includes polyethylene 

sheeting and adhesive tape. V
erify effectiveness of the sealing process by conducting an air draft potential 

analysis using a sm
oke stick test to ensure there are no leaks w

here openings have been sealed in the 
enclosure. 
2. Turn off all ventilation system

s including H
V

A
C

 and seal any supply or return vents/ductw
ork. 

3. M
onitor areas im

m
ediately adjacent to the fum

igated space to ensure levels are below
 TW

A
 for 

 
hydrogen peroxide. 

 d. Securing E
nclosure:  

1. A
ssure all personnel have vacated the treatm

ent enclosure prior to V
H

P application. R
em

ove all plants, 
anim

als, beverages and food. 
2. A

pplicators m
ust not reenter the treated enclosure until exposure levels of hydrogen peroxide are at/or 

below
 one ppm

.  
 

e. Placarding of T
reatm

ent E
nclosure: The applicator m

ust placard or post all entrances to the treatm
ent enclosure 

and designated buffer zones w
ith signs in English bearing: 

 
1. The signal w

ord “D
A

N
G

ER
/PELIG

R
O

” in red. 
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2. “A
rea under treatm

ent, “D
O

 N
O

T EN
TER

/N
O

 EN
TER

.” 
3. The statem

ent “This sign m
ay only be rem

oved after the treatm
ent enclosure has been aerated to 

hydrogen peroxide levels less than or equal to one ppm
”. 

4. Identification of hydrogen peroxide as hazard associated w
ith the treatm

ent process. 
5. C

ontact inform
ation for the applicator. 

 
A

ll entrances to the treatm
ent enclosure m

ust be placarded. Placards m
ust be placed in advance of the treatm

ent in 
order to keep unauthorized persons from

 entering the treated enclosure. Placards are rem
oved after the treatm

ent 
enclosure contains concentrations of hydrogen peroxide at/or below

 one ppm
.  

 7. A
pplications to Sealed E

nclosures R
equiring V

alidation of U
se C

onditions: 
 V

aprox H
ydrogen Peroxide has been registered by STER

IS in accordance w
ith Federal R

egulations for the specific 
uses described in this package insert. V

aprox Sterilant is used w
ith enclosures that have been pre-cleaned of visible 

soils and any gross contam
ination. U

ses other than as specified and described are not perm
itted: V

aprox Sterilant 
m

ay not be effective in sterilization w
ithout careful, thorough developm

ent and validation. In addition, the ability of 
the V

H
P sterilant to decontam

inate obstructed or covered surfaces is lim
ited. The instructions that follow

 explain 
how

 to define appropriate use conditions and validate these conditions for use in a dry, pre-cleaned sealed enclosure 
of a fixed size, location and m

aterials of com
position. This includes sealed enclosures in industrial, com

m
ercial and 

institutional settings (including production operations in pharm
aceutical m

anufacturing, m
anufacturing clean room

s, 
m

edical device sterilization as part of a m
anufacturing process, laboratories, anim

al research facilities, patient 
room

s, hotel room
s, offices, cruise ships, recreational facilities and em

ergency response vehicles). Process 
conditions m

ust be properly validated prior to use to achieve sterilization of the treated enclosure.  For use in 
applications w

here the enclosure configuration, size, m
aterials of com

position and construction w
ill vary, please see 

instructions for use in applying V
H

P sterilant at a prescribed concentration and contact tim
e (See Section 7 “Sites 

N
ot R

equiring In U
se V

alidation”). For additional guidance, in-service, and training on how
 to develop and validate 

custom
 cycles, contact STER

IS C
orporation. 

 V
alidation of A

lternate U
se C

onditions: 
 V

aprox Sterilant m
ay be used in validated custom

 cycles for treatm
ent of pre-cleaned, dry sealed enclosures w

hen 
the enclosure to be treated is of a fixed volum

e configuration and contains m
aterials of com

position that rem
ain 

consistent in com
parison to the V

H
P validation run. The custom

 cycle developed for the treatm
ent enclosure m

ust 
be capable of consistently achieving the desired log reduction in the num

ber of G
eobacillus stearotherm

ophilus 
ATC

C
 7953 spores inoculated on biological indicator substrates. 

 System
 C

haracterization: 
 Several factors need to be considered w

hen validating an application. The volum
etric size, m

aterials of construction, 
the physical nature of the contents and the tem

perature range of the treatm
ent enclosure w

ill affect application tim
e 

and concentration. In general, large enclosures w
ill take longer to reach the target V

H
P concentration due to a longer 

conditioning phase. A
bsorptive m

aterials present in the construction of an enclosure or in the contents w
ill also 

increase the conditioning tim
e and the tim

e required to aeration of the enclosure. V
aporized hydrogen peroxide is a 

surface sterilant; therefore the enclosure and its contents should be prepared to m
axim

ize V
H

P exposure. W
orking 

tem
perature and hum

idity ranges m
ust be established to ensure that the V

H
P sterilant does not condense on exposed 

surfaces in the treated enclosure. The chosen enclosure tem
perature and hum

idity conditions m
ust not reach the  

enclosure dew
 point. C

ondensation can result in dam
age to enclosure surfaces and result in reduced cycle  

effectiveness. Placem
ent of fans or other devices to assist V

H
P distribution m

ust be docum
ented. Standard 

O
perating Procedures (SO

Ps) m
ust be w

ritten to describe the physical preparation of an enclosure and its contents 
                             

required to achieve reproducible results. 
  

 
B

iological Indicator Selection and D
istribution: 

 The V
H

P sterilant effectiveness for applications m
ust be validated using B

iological Indicators (B
Is) containing 

G
eobacillus stearotherm

ophilus spores. This organism
 has been show

n to be the m
ost V

H
P resistant organism

. 
A

dditionally, biological indicators consisting of other organism
s of interest to the user m

ay be utilized to verify 
product perform

ance. U
se B

Is w
ith spore populations of 10

6 w
hen validating enclosure application processes. It is 

im
portant to utilize B

Is that are suitable for evaluating V
H

P sterilant. STER
IS C

orporation supplies B
Is designed for  

these applications and should be consulted regarding proper use and selection of B
Is for validation of the V

H
P 
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process.   
 N

um
erous B

I locations are used w
hen validating a new

 application. B
iological Indicators are often geom

etrically 
distributed, but should also be placed in areas considered to be m

ost difficult for the V
H

P sterilant to reach. 
A

dditional B
Is m

ay be placed in areas considered to be critical such as a product contact point in an aseptic area. 
Location and justification of B

I placem
ent should be docum

ented. In addition to B
Is, C

hem
ical Indicators (C

Is) 
m

ust be used during validation to provide qualitative inform
ation about V

H
P sterilant exposure. The num

ber of B
Is 

and C
Is used during validation varies, depending on the size and com

plexity of the application. The num
ber of 

biological indicators used to validate the process m
ust at a m

inim
um

 be based on the follow
ing: 

 N
um

ber of B
Is = one per 100 ft 2 of floor space in the enclosure. 

 Process D
evelopm

ent: 
 Typically the initial step in validating the V

H
P process is to determ

ine the effectiveness of the process against 
G

eobacillus stearotherm
ophilus B

Is of a know
n population. This is achieved by application of the sterilant at 

varying contact tim
es and concentrations w

hile keeping constant other V
H

P cycle param
eters in order to determ

ine 
the level of surviving organism

s rem
aining on the B

I at each exposure tim
e. O

ne approach to establishing effective 
kill tim

es is the characterization of a “D
 value” w

hich is the num
ber of m

inutes or tim
e required for a one log 

reduction of the target organism
. This inform

ation can be utilized to extrapolate cycle param
eters to achieve the 

desired level of B
I kill.  

 The follow
ing steps are required in developing a validated application process:  

 • D
EH

U
M

ID
IFIC

A
TIO

N
 – R

educe hum
idity to a predeterm

ined level in the enclosure. A
 typical range for relative 

hum
idity is 10-70%

.  This perm
its the necessary V

H
P concentration to be m

aintained below
 condensation levels 

during the C
O

N
D

ITIO
N

IN
G

 and STER
ILIZA

TIO
N

 phases. The tim
e to reach the targeted dehum

idification level 
increases w

ith the volum
e of the enclosure, and is dependant on environm

ental conditions such as tem
perature and 

hum
idity in the sealed enclosure.  The chosen enclosure tem

perature and hum
idity conditions m

ust not reach the 
enclosure dew

 point.. This m
ay result in condensation on enclosure surfaces. C

ondensation can result in dam
age to 

enclosure surfaces and reduced cycle effectiveness. 
 • C

O
N

D
ITIO

N
IN

G
 – The V

H
P sterilant is injected into the sealed enclosure. The injection rate is adjusted and 

controlled based on guidelines established for the V
H

P equipm
ent (refer to V

H
P G

enerator Equipm
ent U

ser’s 
M

anual).  The C
O

N
D

ITIO
N

IN
G

 phase facilitates reaching the desired V
H

P concentration in the sealed enclosure. 
C

O
N

D
ITIO

N
IN

G
 tim

e is affected by V
H

P target concentration, injection rate, enclosure m
aterials, environm

ental 
conditions and enclosure volum

e. 
 • STER

ILIZA
TIO

N
 – A

 constant flow
 of V

H
P sterilant is m

aintained at a selected V
aprox injection rate to m

aintain 
the target V

H
P concentration in the sealed enclosure required to achieve a 10 6 level of kill over a pre-established 

period of tim
e.  

 • A
ER

A
TIO

N
 – The V

H
P injection is stopped and the flow

 of dry air continues to reduce the V
H

P concentration 
w

ithin the enclosure to an acceptable level (< 1.0 ppm
 TW

A
 8 hr.) prior to reentry into the enclosure by trained 

applicators. Treated enclosures m
ay not be released for general public use until after the level of hydrogen peroxide 

is at or below
 one ppm

 in the enclosure. 
 O

nce acceptable cycle param
eters have been determ

ined, three V
H

P cycle replicates m
ust be conducted to verify the 

perform
ance of the process. A

fter successful validation of the process, the applicator m
ust use the validated cycle 

conditions and contact tim
e for V

H
P application. Significant changes to the enclosure such as m

ajor m
odifications  

to room
 dim

ensions and m
aterials of com

position w
ill require additional validation or m

odification of application 
param

eters.  
 M

onitoring of H
2 O

2 C
oncentrations in the Sealed E

nclosure and R
eentry Instructions Follow

ing A
eration. 

 V
H

P M
onitoring: D

räger tubes or other V
H

P m
onitoring devices are utilized by m

eans of a m
inim

ally invasive 
technique for V

H
P sam

pling to determ
ine the V

H
P concentration in the sealed enclosure during and after the 

aeration phase. A
fter the V

H
P concentration w

ithin the treated enclosure is at or below
 the O

SH
A

 Perm
issible 

Exposure Lim
it (PEL) of one ppm

, the enclosure m
ay be released to norm

al operations and general public use.  
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 C
riteria for Successful Fum

igation: 
 

1. 
A

ll V
H

P fum
igation process conditions (vapor concentration, tem

perature, relative hum
idity) are 

achieved throughout the fum
igation cycle. 

2. 
A

ll C
Is that are properly recovered and evaluated exhibit a visible color change follow

ing exposure to 
V

H
P. 

3. 
A

ll B
Is that are properly recovered (no breach of aseptic technique) are negative for grow

th*.  
4. 

Positive control B
Is dem

onstrate grow
th follow

ing incubation*.  
5. 

N
egative control B

Is exhibit no grow
th follow

ing incubation*. 
*[not applicable to areas not requiring validation] 

 R
eentry Instructions:  

 1. Early reentry in the case of an em
ergency requires w

earing a Self C
ontained B

reathing A
pparatus (SC

B
A

) 
operated in pressure-dem

and m
ode, full hydrogen peroxide resistant body suit, gloves and boots to protect from

 the 
inhalation hazard as w

ell as the corrosive action of hydrogen peroxide to tissues. W
hen entering into the area under 

fum
igation alw

ays w
ork w

ith tw
o or m

ore people under the direct supervision of a trained applicator w
earing 

appropriate respirators. 
 2. R

eentry to the sealed enclosure by a trained and certified applicator is allow
ed w

ith a self contained breathing 
apparatus at V

H
P concentrations up to 5 ppm

 to allow
 for w

indow
s to be opened and to augm

ent the aeration 
process if deem

ed appropriate at the specific location by the trained and certified applicator.  O
therw

ise, do not 
reenter the treated enclosure until exposure levels of hydrogen peroxide are at or below

 one ppm
. 

 R
eleasing T

reated Sealed E
nclosure for R

eturn to Service: 
 a. O

nce V
H

P levels are determ
ined to be at or below

 one ppm
, applicators m

ay re-enter the treated enclosure and 
rem

ove any sealing m
aterials and disconnect/rem

ove V
H

P G
enerator from

 the treated sealed enclosure. 
b. Turn on ventilation system

s including H
V

A
C

. 
c. R

em
ove placards and release the treated enclosure for norm

al operation and use after the levels of hydrogen 
peroxide are determ

ined to be at or below
 one ppm

. 
d. R

elease the treated enclosure for general public use after hydrogen peroxide levels are determ
ined to be at or 

below
 one ppm

. 
 8. A

pplication to Sealed E
nclosures of U

p to 4,000 ft 3 N
ot R

equiring V
alidation of U

se 
C

onditions: 
 V

A
PR

O
X

 sterilant m
ay also be applied to dry, sealed pre-cleaned enclosures w

ithout prior validation w
hen the area 

is treated on a non-routine basis or enclosures being treated vary in configuration, m
aterials of com

position and 
content of item

s located in the treatm
ent enclosure. The use of the V

H
P process in these conditions requires the 

applicator to apply a fixed V
H

P concentration over a set contact tim
e. In addition the enclosure m

ust be 
dehum

idified and conditioned as part of the application process and aerated after sterilization. V
aprox sterilant m

ay 
be applied at a set concentration and contact tim

e to sealed enclosures of up to 4,000 ft 3 in industrial, com
m

ercial 
and institutional settings (including production operations in pharm

aceutical m
anufacturing, m

anufacturing clean  
room

s, m
edical device sterilization as part of a m

anufacturing process, laboratories, anim
al research facilities, 

patient room
s, hotel room

s, offices, cruise ships, recreational facilities and em
ergency response vehicles). In these 

applications, the V
H

P concentration should be m
onitored using a hydrogen peroxide sensor to ensure an adequate 

concentration level is m
aintained during the STER

ILIZA
TIO

N
 phase of the process. In addition, hydrogen peroxide 

chem
ical indicators m

ust be placed throughout the enclosure to be treated to verify distribution of hydrogen 
peroxide throughout the enclosure.  If m

ore than one room
 of a consistent dim

ension is being treated, the applicator 
m

ay use the sam
e V

H
P cycle settings as established in the initial room

 w
ithout use of a V

H
P sensor to confirm

 the 
concentration of the treatm

ent cycle. These operations should be carried out by STER
IS trained and certified 

applicators fam
iliar w

ith the set up and operation of V
H

P application equipm
ent. 

 Sterilization of Sealed, D
ry Precleaned E

nclosures at 250 ppm
 V

aprox Sterilant for 90 m
inutes: 

 
Prepare the treatm

ent enclosure as defined above (Preparation of Enclosures Section) including pre-cleaning, drying 
and preparation of V

H
P G

enerator (refer to U
ser’s M

anual for V
H

P G
enerating U

nit), sealing the enclosure and 
placarding of the enclosure to be treated. Place V

H
P m

onitor in a location m
ost difficult for V

H
P target 
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concentration to be reached in the treatm
ent enclosure. This is typically in a corner in the enclosure farthest aw

ay  
from

 the V
H

P generation unit. A
ll draw

ers, closets &
 cabinet doors, etc. m

ust be opened to perm
it exposure to V

H
P 

sterilant. Place chem
ical indicators throughout the enclosure to verify effective distribution of V

H
P sterilant. The 

num
ber of indicators placed throughout the enclosure m

ust be based on the form
ula of one chem

ical indicator per 
100 ft 2. The chem

ical indicators m
ust be placed in room

 corners and in areas difficult for the V
H

P sterilant to access 
such as closets, dressers, cabinets or other partially occluded areas. Place oscillating fans throughout the enclosure to 
facilitate effective distribution of the V

H
P sterilant. Program

 the V
H

P G
enerator to initiate a 

D
EH

U
M

ID
IFIC

A
TIO

N
 phase to achieve < 70%

 relative hum
idity. A

ssure the am
bient tem

perature is not less than 
21˚ C

 or 70˚ F initially and throughout the fum
igation process. O

nce the D
EH

U
M

ID
IFIC

A
TIO

N
 phase is com

plete 
initiate a C

O
N

D
ITIO

N
IN

G
 phase to achieve a 250 ppm

 V
H

P sterilant concentration in the sealed enclosure. W
hen a 

250 ppm
 V

H
P sterilant concentration is achieved initiate the STER

ILIZA
TIO

N
 phase and m

aintain this 
concentration for 90 m

inutes. D
uring the STER

ILIZA
TIO

N
 phase, m

onitor areas adjacent to the sealed enclosure 
w

ith devices such as D
rager tubes to assure hydrogen peroxide levels do not exceed one ppm

. If this level is 
exceeded outside the treatm

ent enclosure, the applicator should im
m

ediately abort the treatm
ent process and ensure 

the enclosure is properly sealed. U
pon com

pletion of the STER
ILIZA

TIO
N

 phase, begin the A
ER

A
TIO

N
 phase to 

reduce levels of hydrogen peroxide at or below
 one ppm

 (TW
A

).  
 Sterilization of Sealed, D

ry Precleaned E
nclosures at 400 ppm

 V
aprox Sterilant for 30 m

inutes: 
 Prepare the treatm

ent enclosure as defined above (Preparation of Enclosures Section) including pre-cleaning, drying 
and preparation of V

H
P G

enerator  (refer to U
ser’s M

anual for V
H

P G
enerating U

nit), sealing the enclosure and 
placarding of the enclosure to be treated. Place V

H
P m

onitor in a location m
ost difficult for V

H
P target 

concentration to be reached in the treatm
ent enclosure. This is typically in a corner in the enclosure farthest aw

ay 
from

 the V
H

P generation unit. A
ll draw

ers, closets &
 cabinet doors, etc. m

ust be opened to perm
it exposure to V

H
P 

sterilant. Place chem
ical indicators throughout the enclosure to verify effective distribution of V

H
P sterilant. The 

num
ber of indicators placed throughout the enclosure m

ust be based on the form
ula of one chem

ical indicator per 
100 ft 2. The chem

ical indicators m
ust be placed in room

 corners and in areas difficult for the V
H

P sterilant to access 
such as closets, dressers, cabinets or other partially occluded areas. Place oscillating fans throughout the enclosure to 
facilitate effective distribution of the V

H
P sterilant. Program

 the V
H

P G
enerator to initiate a 

D
EH

U
M

ID
IFIC

A
TIO

N
 phase to achieve < 70%

 relative hum
idity. A

ssure the am
bient tem

perature is not less than 
21 C

 or 70 F initially and throughout the fum
igation process. O

nce the D
EH

U
M

ID
IFIC

A
TIO

N
 phase is com

plete 
initiate a C

O
N

D
ITIO

N
IN

G
 phase to achieve a 400 ppm

 V
H

P sterilant concentration in the sealed enclosure. W
hen a 

400 ppm
 V

H
P sterilant concentration is achieved initiate the STER

ILIZA
TIO

N
 phase and m

aintain this 
concentration for 30 m

inutes. D
uring the STER

ILIZA
TIO

N
 phase, m

onitor areas adjacent to the sealed enclosure 
w

ith devices such as D
rager tubes to assure hydrogen peroxide levels do not exceed one ppm

. If this level is 
exceeded outside the treatm

ent enclosure, the applicator should im
m

ediately abort the treatm
ent process and ensure 

the enclosure is properly sealed. U
pon com

pletion of the STER
ILIZA

TIO
N

 phase, begin the A
ER

A
TIO

N
 phase to 

reduce levels of hydrogen peroxide at or below
 one ppm

 (TW
A

).  
 M

onitoring of H
2 O

2 C
oncentrations in the Sealed E

nclosure and R
eentry Instructions Follow

ing A
eration. 

 V
H

P M
onitoring: D

räger tubes or other V
H

P m
onitoring devices are utilized by m

eans of a m
inim

ally invasive 
technique for V

H
P sam

pling to determ
ine the V

H
P concentration in the sealed enclosure during and after the 

aeration phase. A
fter the V

H
P concentration w

ithin the treated enclosure is at or below
 the O

SH
A

 Perm
issible 

Exposure Lim
it (PEL) of one ppm

, the enclosure m
ay be released to norm

al operations and general public use.  
  C

riteria for Successful Fum
igation: 

 
a. 

A
ll V

H
P fum

igation process conditions (vapor concentration, tem
perature, relative hum

idity) are achieved 
throughout the fum

igation cycle. 
b. 

A
ll C

Is that are properly recovered and evaluated exhibit a visible color change follow
ing exposure to 

V
H

P. 
 R

eentry Instructions:  
 1. Early reentry in the case of an em

ergency requires w
earing a Self C

ontained B
reathing A

pparatus (SC
B

A
) 

operated in pressure-dem
and m

ode, full hydrogen peroxide resistant body suit, gloves and boots to protect from
 the 

inhalation hazard as w
ell as the corrosive action of hydrogen peroxide to tissues. W

hen entering into the area under 
fum

igation alw
ays w

ork w
ith tw

o or m
ore people under the direct supervision of a trained applicator w

earing 
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appropriate respirators. 
 2. R

eentry to the sealed enclosure by a trained and certified applicator is allow
ed w

ith a self contained breathing 
apparatus at V

H
P concentrations up to 5 ppm

 to allow
 for w

indow
s to be opened and to augm

ent the aeration 
process if deem

ed appropriate at the specific location by the trained and certified applicator.  O
therw

ise, do not 
reenter the treated enclosure until exposure levels of hydrogen peroxide are at or below

 one ppm
. 

 R
eleasing T

reated Sealed E
nclosure for R

eturn to Service: 
 a. O

nce V
H

P levels are determ
ined to be at or below

 one ppm
, applicators m

ay re-enter the treated enclosure and 
rem

ove any sealing m
aterials and disconnect/rem

ove V
H

P G
enerator from

 the treated sealed enclosure. 
b. Turn on ventilation system

s including H
V

A
C

. 
c. R

em
ove placards and release the treated enclosure for norm

al operation and use after the levels of hydrogen 
peroxide are determ

ined to be at or below
 one ppm

. 
d. R

elease the treated enclosure for general public use  after hydrogen peroxide levels are determ
ined to be at or 

below
 one ppm

. 
 9. A

pplication to Sealed E
nclosures B

etw
een 2 ft 3 and 40 ft 3 that require V

alidation: 
 U

se of V
H

P in sealed enclosures of this size, such as isolation cham
bers w

here reentry by applicators or other 
individuals is not possible does not require a fum

igation m
anagem

ent plan (FM
P). A

ll other applicable precautions 
for use of hydrogen peroxide should be adhered to w

hen applying V
H

P in these cham
bers. 

 A
pplications N

ot R
equiring V

alidation of U
se C

onditions: 
 V

aprox Sterilant m
ay be used at 250 ppm

 for 90 m
inutes or 400ppm

 for 30 m
inutes using a hydrogen peroxide 

sensor and chem
ical indicators to verify these use conditions are m

et. See Section 8 above for specific instructions 
regarding use under these conditions. 
 V

alidation of A
lternate U

se C
onditions: 

 V
aprox Sterilant m

ay be used in validated custom
 cycles for treatm

ent of pre-cleaned, dry sealed enclosures w
hen 

the enclosure to be treated is of a fixed volum
e configuration and contains m

aterials of com
position that rem

ain 
consistent in com

parison to the V
H

P validation run. The custom
 cycle developed for the treatm

ent enclosure m
ust 

be capable of consistently achieving the desired log reduction in the num
ber of G

eobacillus stearotherm
ophilus 

ATC
C

 7953 spores inoculated on biological indicator substrates. See Section 7 A
bove for specific instructions 

regarding developm
ent of validated cycle conditions for alternate use conditions. 

 M
onitoring of H

2 O
2 C

oncentrations in the Sealed E
nclosure and Instructions Follow

ing A
eration. 

 V
H

P M
onitoring: D

räger tubes or other V
H

P m
onitoring devices are utilized by m

eans of a m
inim

ally invasive 
technique for V

H
P sam

pling to determ
ine the V

H
P concentration in the sealed enclosure during and after the 

aeration phase. A
fter the V

H
P concentration w

ithin the treated enclosure is at or below
 the O

SH
A

 Perm
issible 

Exposure Lim
it (PEL) of one ppm

, the enclosure m
ay be released to norm

al operations.   
 C

riteria for Successful Sterilization: 
 

a. 
A

ll V
H

P sterilization process conditions (vapor concentration, tem
perature, relative hum

idity) are achieved 
throughout the sterilization cycle. 

b. 
A

ll C
Is that are properly recovered and evaluated exhibit a visible color change follow

ing exposure to 
V

H
P. 

c. 
For validated processes, all B

Is that are properly recovered (no breach of aseptic technique) are negative for 
grow

th*.  
d. 

For validated processes, positive control B
Is dem

onstrate grow
th follow

ing incubation*.  
e. 

For validated processes, negative control B
Is exhibit no grow

th follow
ing incubation*. 

* [not applicable to cham
bers not requiring validation] 

 R
eentry Instructions:  
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1. Early reentry or opening of the cham
ber in the case of an em

ergency requires w
earing a Self C

ontained B
reathing 

A
pparatus (SC

B
A

) operated in pressure-dem
and m

ode, full hydrogen peroxide resistant body suit, gloves and boots 
to protect from

 the inhalation hazard as w
ell as the corrosive action of hydrogen peroxide to tissues. 

  R
eleasing T

reated Sealed E
nclosure for R

eturn to Service: 
 a. O

nce V
H

P levels are determ
ined to be at or below

 one ppm
, applicators m

ay open the isolator/cham
ber and 

rem
ove any sealing m

aterials and disconnect/rem
ove V

H
P G

enerator from
 the treated sealed enclosure.  

b. R
em

ove placards and release the treated enclosure for norm
al operation. 

 10. A
septic Food Processing O

perations 
V

A
PR

O
X

® Sterilant is a ready to use solution.  It m
ay be used to achieve com

m
ercial sterility of food packaging 

m
aterials and food processing equipm

ent.   
A

pply V
A

PR
O

X
® Sterilant on the exterior and interior of food containers and closure system

s (caps, seals, etc.), or 
appropriate food processing equipm

ent surfaces.  U
se techniques such as, but not lim

ited to, im
m

ersion, coarse 
spray, or circulation to sterilize the equipm

ent.  A
pply V

A
PR

O
X

® Sterilant at a m
inim

um
 tem

perature of 75
°C

.  This 
product m

ust rem
ain in contact w

ith the packaging surface for a m
inim

um
 of 20 seconds.  U

se in an aseptic food 
processing operation includes testing required for the process validation.  Food subject to these FD

A
 regulations 

m
ay not be sold in a treated package until after the scheduled process for the food processing operation has been 

accepted by the FD
A

. 
 Em

erging Viral Pathogens N
ot on EPA

 R
egistered D

isinfectant Labels  (These 
statem

ents shall not appear on m
arketed (final print product labels). 

 This product qualifies for em
erging viral pathogen claim

s per the EPA’s ‘G
uidance to 

R
egistrants: Process for M

aking C
laim

s Against Em
erging Viral Pathogens not on EPA

-
R

egistered D
isinfectant Labels’ w

hen used in accordance w
ith the appropriate use 

directions indicated below
. 

 This product m
eets the criteria to m

ake claim
s against certain em

erging viral 
pathogens from

 the follow
ing viral category [ies]. 

 -Enveloped Viruses 
-Large N

on-Enveloped Viruses 
-Sm

all N
on-Enveloped Viruses 

  

For an em
erging viral 

pathogen that is a/an…
 

…
follow the sterilant directions for use in 

conjunction w
ith the STERIS Vaporized H

ydrogen 
Peroxide G

enerator application equipm
ent. U

se 
this product for sterilization as instructed in the 
Vaporized H

ydrogen Peroxide (VH
P®

) U
ser’s 

Equipm
ent M

anual.  
 

Enveloped virus 

Large, non-enveloped virus 

Sm
all, non-enveloped virus 

  [Product nam
e] has dem

onstrated effectiveness against viruses sim
ilar to [nam

e of em
erging virus] 

on hard, [porous and/or non-porous surfaces]. Therefore, [product nam
e] can be used against 

[nam
e of em

erging virus] w
hen used in accordance w

ith the directions for use against [nam
e of 

supporting virus(es)] on [hard, porous/non-porous surfaces]. Refer to the [CD
C or O

IE] w
ebsite at 

[pathogen-specific website address] for additional inform
ation.  

 [N
am

e of illness/outbreak] is caused by [nam
e of em

erging virus]. [Product nam
e] kills sim

ilar 
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viruses and therefore can be used against [nam
e of em

erging virus] w
hen used in accordance w

ith 
the directions for use against [nam

e of supporting virus(es)] on [hard, porous/non-porous 
surfaces]. Refer to the [CD

C or O
IE] w

ebsite at [website address] for additional inform
ation.” 


	58779-4-20200409 letter
	58779-4-20200409 label

